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performance standard as described in 
§ 1010.4. 

(22) Data and information regarding 
an electronic product submitted as 
part of the procedures for granting, 
amending, or extending an exemption 
from any electronic product perform-
ance standard, as described in § 1010.5. 

(23) A premarket notification for a 
food contact substance, described in 
part 170, subpart D, of this chapter. 

(f) Sponsor means: 
(1) A person who initiates and sup-

ports, by provision of financial or other 
resources, a nonclinical laboratory 
study; 

(2) A person who submits a nonclin-
ical study to the Food and Drug Ad-
ministration in support of an applica-
tion for a research or marketing per-
mit; or 

(3) A testing facility, if it both initi-
ates and actually conducts the study. 

(g) Testing facility means a person 
who actually conducts a nonclinical 
laboratory study, i.e., actually uses the 
test article in a test system. Testing fa-
cility includes any establishment re-
quired to register under section 510 of 
the act that conducts nonclinical lab-
oratory studies and any consulting lab-
oratory described in section 704 of the 
act that conducts such studies. Testing 
facility encompasses only those oper-
ational units that are being or have 
been used to conduct nonclinical lab-
oratory studies. 

(h) Person includes an individual, 
partnership, corporation, association, 
scientific or academic establishment, 
government agency, or organizational 
unit thereof, and any other legal enti-
ty. 

(i) Test system means any animal, 
plant, microorganism, or subparts 
thereof to which the test or control ar-
ticle is administered or added for 
study. Test system also includes appro-
priate groups or components of the sys-
tem not treated with the test or con-
trol articles. 

(j) Specimen means any material de-
rived from a test system for examina-
tion or analysis. 

(k) Raw data means any laboratory 
worksheets, records, memoranda, 
notes, or exact copies thereof, that are 
the result of original observations and 
activities of a nonclinical laboratory 

study and are necessary for the recon-
struction and evaluation of the report 
of that study. In the event that exact 
transcripts of raw data have been pre-
pared (e.g., tapes which have been tran-
scribed verbatim, dated, and verified 
accurate by signature), the exact copy 
or exact transcript may be substituted 
for the original source as raw data. 
Raw data may include photographs, 
microfilm or microfiche copies, com-
puter printouts, magnetic media, in-
cluding dictated observations, and re-
corded data from automated instru-
ments. 

(l) Quality assurance unit means any 
person or organizational element, ex-
cept the study director, designated by 
testing facility management to per-
form the duties relating to quality as-
surance of nonclinical laboratory stud-
ies. 

(m) Study director means the indi-
vidual responsible for the overall con-
duct of a nonclinical laboratory study. 

(n) Batch means a specific quantity 
or lot of a test or control article that 
has been characterized according to 
§ 58.105(a). 

(o) Study initiation date means the 
date the protocol is signed by the study 
director. 

(p) Study completion date means the 
date the final report is signed by the 
study director. 

[43 FR 60013, Dec. 22, 1978, as amended at 52 
FR 33779, Sept. 4, 1987; 54 FR 9039, Mar. 3, 
1989; 64 FR 56448, Oct. 20, 1999; 67 FR 35729, 
May 21, 2002] 

§ 58.10 Applicability to studies per-
formed under grants and contracts. 

When a sponsor conducting a non-
clinical laboratory study intended to 
be submitted to or reviewed by the 
Food and Drug Administration utilizes 
the services of a consulting laboratory, 
contractor, or grantee to perform an 
analysis or other service, it shall no-
tify the consulting laboratory, con-
tractor, or grantee that the service is 
part of a nonclinical laboratory study 
that must be conducted in compliance 
with the provisions of this part. 

§ 58.15 Inspection of a testing facility. 
(a) A testing facility shall permit an 

authorized employee of the Food and 
Drug Administration, at reasonable 
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